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James L. Wilmer, Ph.D. + I 8 1 Director, Scientific Affairs , . 1 - ‘I( 4 t I ‘1, ‘, Market Americ’a, Inc. q 
f 1302 Pleasant Ridge Road ’ t 

Greensboro, North Ga,ro&na 27409 I 

Dear Dr. ‘Wilmer: 

* , , 

t 

This is in response to your letter of May 4,2005- to the Food and Drug 
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 4~~(r~(~~ ofthe 
Federal Food, Drug, and:Cosmetic Act(the Act)). Your s~b~asio~ states that 
Market America, Inc. is making the follovying claims, among others; for-tie product 
Glucosatrin*: 

“[,M]ay help control joint inflammation and assist’in the regeneration of 
wtilage...control bone loss and joint pain.” 
“[A]ssist you in pain-free movement 
“ [ AJnti-inflammatory and help regenerate healthy cartilage. *. .*’ 

21 U.S.C. 343(r)(6) makes clear that a statement inch&d in l~~l~~g under the 
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a 
specific disease or class of diseases. The statements that you are ,rn~~~~ for this 
product suggest that it is intended to prevent or treat disease because thq imply that 
the product is intended to treat arthritis. Arthritis is defined as ‘~~~~atio~ of a 
joint or a state characteqzed by inflammation ofjoints.” Stip&,an’$ Mediical 
Dictionary, 26ti Edition, The claims for the product ~~b,~.~ou~~y ,describe its 
j&ended use to mitigate, treat and cure joint pain from inflammatory and/or 
degenerative joint conditions. Taken together, these claims evidwe that the product 
is intended foruse in the diagno?is, mitigation, treatment, cure, or prevention of a 
specific disease, namely, arthritis. These claims do not meet the ~eq~~emen~ of 2 1 
U.S.C. 343(r)(6). These claiti?s suggest that this product is it&&de? for use as a drug 
within the meaning of 2 1 U.S.C. 32 l(g)(l)@), and that it is subject to regulation 
under the drug provisions of the Act. If you intend to make claims of 
should contact FDA’s Center for Drug Evaluation and Research (CDER), Office of 
Compliance, HFD-3 10, Montrose Metro JI; 119 19 Rockville Pike, Rockvijle, 
Maryland 20852. 



Susan J., Walker, M-D. , , 
I * I ‘I, I , , 3 , I. a, ,, 

Offifx of Nutritional Prod%&, ‘I ’ I I 
I and Dietary Supplements , 

CeNer for Food Safiity , 
and Applied tuition ‘I 

Copies: 
FDA, Center fo; Drug Evaluatiqn and Researqh, OffIce. of C~~p~~~~e, I$FD-‘210 
FDA, Office of the Associate Commissi@xx for ReguIqtory A&&s, Offiqe.of 
Enforcement, HlX-200 : : 
FDA, Atlanta District Office, Offxce,of Compliance, R-83140 



FAX 33G.605.0041’ 
E-Mail: mam~~@~orebv.com 

Web Site: &uketame&acom 
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Offiqe of Special Nutritionats (IiFS-450) 
’ * Center foifood Safety and Applied Nutiition 

Food and Drug .Administra~tion 
200 C Street, S. W. 1 , ’ 
Washington, D. C. 210204, b 

Dear Sir/Madam: ’ 

I have encbsed natificatbn forms that are intended te comply with Section 6 
@i 

, 
of the Dietary Supplement Health and Education- Act of 1994 and. Rule 21 C.F.R. * ’ I 
§I 01.93. One dieta$ry supplement catled ~~~~~~~~~‘i~ discussed. I have listed 
the structure-function statements found on,the product label and associated ’ 
support literature, and have identjfied ,the product ingredients that are the 
subject of the statements, 

Thank you. 

Sincerely, 
.’ * 

I 

Enclosures: 1 originat and 2 copies I 
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8 This n&ification is being. ffted on behalf of M 

8 ’ 
\ distributor of the prod&t bearing the statements id 

I business’address is 1302 Pleasz+ Rid&e Road, Cre 
is being made pursuant to Section t5 of QSHEA and Rub? 21 (TFR §l@I .93. The dietary 
supplement product on whose label or labeling the ~tatem~~ts.~pp~r is Gtucosatrin@. 
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” The text of each structure-function,statement for which ~~tif~c~t~on is now being 
given is: 

Statement 1 :, “Market America’s Glucosatrin@ formula contains several ingredients that 
may help control joint inflammation and assist in the r~enerati~~ of cartilage, as w&l as 
heip maintain proper bone health so that you can-co&& bone loss and joint pain.“‘- 
Brochure 

Statement 2: “With the daily use of Glucosatrin, your jojnts may maintain the& natural 
flexibility and assist you in lain-free,~~vemen,t.‘~-~f~h~re 

Statement 3; “Glucosatrin contains various key ingredients, including Mamins, minerals 
and herbs, that promote ‘healthy cartilage iin the joints end h~lp~~a~~tain appropriate 
aevels of vitamins and minerals that control bone resorption.‘” -Brochure 

Statement 4: “Glucosatrin is made frrjm a.powerful cornbi~~t~~n’ of ingredjents that are 
anti-inftammatory and help regenerate healthy cartilage basin the joints and collagen for 
bones, ” -Brochure 

Statement 5: “Start on your way toward better bone and joint health today with Market 
America’s Glucosatrin formula. ” -Brochure 

Statement 6: “A Nutritional Approach for Healthy Joints and Bones”-Brochure 

Statement 7: “Glucosatrin* he?ps reli,eve joint stiffness caused by overactivity and helps 
reduce overall wear and tear from, growing old - or.from being overweight.“‘-Website 



The. foMhi~g.su~m’~ry igentifies the dieta~li~gr~~~~nts ,or supp&ments for, which a 
, 

statement h& been madei 

* . /_. - . . .- 

0-j. GLucos’atrin is composed of the’f“Qowing iniredients: vitamin C (ascorbic’ acid), 1 
vitamin D3 (as chc@calciferot), zinc (qs zinc sulfate), cojq~er (as’copp& glucon$te): 

’ * ; , 
’ 

manganese (as manganese su~f~~~~,-‘g~uc~samjne tiCf, Scu~e&~~u b&alensis , 
(Chinese skullcap); roa\, oleanc#c acid, ,b~sw~~~a;“gurn’ resin egtract, hops strobil* 
extract; other ingtiedi;e~ts in&de: rni~roc~tall~~e, c~~l~~~~~, stearic add, 
croscarmelto~e sodiuq, magne@pm stearate: siCiqk, ~n~.p~a~ac~utic,at gLaze. , . ; 

0 n 

The following identifS& the brand ‘name of ~ach”s~p~tem~nt for which ‘a statement is 
made: 

“ 

Statement 
Number(s) 

l-6. 
7. 

Brand Name Label .ar Labeling 

Gluc&atri#’ * Brochure and Bottle Label 
Gtuc&atri#’ Website 

I, James L. Wilmer, am a,uthoriz@d to certify thjs N~t~fi~a~~~n on behalf of Market 
America, Inc. I certify that the infomiation presented’and ~~~~~~~~d in this Notification is 
complete and adcurate; and that Mark& America, Inc. ‘has su~sta~t~at~Qn that each 
structure-function statenient is truthful and not misleading. 

Date Signed: ’ , 2005 By 

uJames,L. Witmef, Ph. D. 
Director, S@entifi”c Affairs 
Market Am,erica, 


